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DETAILED ACTION 

Claims 1,3-11, and 13-14 are pending in the instant application. 

Amendments 

The amendment filed February 1, 2007 has been acknowledged and has been 
entered into the application file. 

Election/Restrictions 

Applicant has acknowledged the election with traverse of Group I (claims 1-12) 
made telephonically on August 2, 2006. Applicant has traversed the requirement on the 
grounds that the groups are related as intermediate and final product. Applicant's 
traversal is granted in part in that Group IV (claims 13 and 14 in part) will now be 
examined with Group I. Groups II and III will not be examined as they not have the 
same basic chemical structure as the final product and the intermediates do not 
incorporate an essential structural element into the final product as they do not contain 
the framework for the entire thia-epothilone ring structure. Therefore, Group IV will now 
merge with Group I such that Group I is claims 1-12 (in full) and 13-14 (in part); Group II 
is claims 13-14 (in part); and Group III is claims 13-14 (in part). The restriction 
requirement as modified above is made FINAL. 

Previous Claim Rejections - 35 USC §112 

Claims 1-12 were rejected in the previous action under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the written description requirement. Applicant's 
amendments and arguments were found to be persuasive and the rejection is 
withdrawn. 
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Claims 11-12 were rejected in the previous action under 35 U.S.C. 112, first 
paragraph, because the specification, while being enabling for treating some cancers, 
does not reasonably provide enablement for treating all cancers. Applicant's 
amendments and arguments were found to be persuasive and the rejection is 
withdrawn. 

Claims 1-12 were rejected in the previous action under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. Applicant's amendments and 
arguments were found to be persuasive and the rejection is withdrawn. 

Previous Claim Rejections - 35 USC § 103 

Claims 1-12 were rejected in the previous action under 35 U.S.C. 103(a) as 
being obvious over Nicolaou et al. {Angew. Chem. Int. Ed. 1998, 2014-2045) in view of 
Patani et al. (Chem. Rev. 1996, 3147-3176). 

Applicant has traversed the rejection on the grounds that the C-5 carbonyl is 
essential to the function of the molecule and that even if it was not, the motivation to 
make the change would not be there due to the difficulty of synthesis. While Applicant's 
position is well taken, this is not found to be persuasive because Patani et al. teaches 
additionally that sulfoxide and sulfone moieties have increasingly been used as 
nonclassical divalent bioisosteres of the carbonyl group. See page 3167, column 2. 
Additionally, Patani et al. state that sulfoxides and sulfones are recognized as 
nonclassical bioisosteres suitable for replacement of a carbonyl group, thioethers are 
not. See page 3167, column 1 . The Examiner had originally misread Patani et al. to 
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read that sulfoxides and sulfones were not looked upon as a suitable replacement for a 
carbonyl except when the position is non-essential to the binding of the molecule to a 
receptor. Patani et al. clearly teaches that the replacement is art-recognized and the 
use of the replacement is growing. The rejection is maintained with the exception of 
claim 2 which is withdrawn as that claim is cancelled.. 

Previous Double Patenting Rejections 

Claims 12-23 were provisionally rejected in the previous action on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 12 
and 22 of copending Application No. 10/535,474, now published as UPSN 
20060128966 A1 in view of Patani et al. (Chem. Rev. 1996, 3147-3176). This is a 
typographical error by the Examiner and was meant to read claims 1-12 provisionally 
rejected and not 12-23. 

It is noted that Applicant is considering a terminal disclaimer once the claims 
become otherwise allowable. As there is a maintained rejection and no terminal 
disclaimer yet on file. The provisional rejection is maintained with the exception of claim 
2 which is withdrawn as that claim is cancelled. Applicant is reminded that since the 
instant case is the senior case, a terminal disclaimer may not be needed once all other 
rejections are withdrawn. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were' made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1 and 3-12 rejected under 35 U.S.C. 103(a) as being obvious over 
Nicolaou et al. (Angew. Chem. Int. Ed. 1998, 2014-2045) in view of Patani et al. (Chem. 
Rev. 1996, 3147-3176). 
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The instant application is drawn to compounds of the formula: 




ii i ii 
O OH O 



with substitutions as defined along with a method of 
treating cancer with the compounds. 

Determination of the scope and content of the prior art (MPEP $2141.01) 
Nicolaou et al. teach Epopthilone D which as the structure of 



epothilones to treat cancer by killing tumor cells through a mechanism similar to 
paclitaxel. See page 2016. 

Ascertainment of the difference between the prior art and the claims (MPEP $2141.02) 

Nicolaou et al. do not teach a SO in place of the carbonyl next to the gem- 
dimethyl of the epothilone ring. 

Finding of prima facie obviousness-rational and motivation (MPEP $2142-2413) 
Patani et al. teach that carbonyl can be replaced by SO and that the change has 
been used increasingly in the pharmaceutical art. See page 3167, Figure 67, Table 39, 
and the last paragraph of column 1 to the end of the first full paragraph of column 2. 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time of the claimed invention was made to follow the synthetic scheme of Nicolaou et al. 



R 




where R is methyl. Nicolaou et al. also teach the use of 
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with the replacement suggested by Patani et al. to make the claimed invention. The 
motivation to do so is provided by Nicolaou et al. Nicolaou et al. teach the use of the 
compounds as killers of tumor cells. See page 201 6. 

Thus, the claimed invention as a whole was prima facie obviousness over the 
combined teachings of the prior art. 



Claims 1 and 3-12 provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 12 and 22 of 
copending Application No. 10/535,474, now published as UPSN 20060128966 A1 in 
view of Patani et al. (Chem. Rev. 1996, 3147-3176). 

The instant application is drawn to compounds of the formula: 



with substitutions as defined along with a method of 
treating cancer with the compounds. 

Determination of the scope and content of the prior art (MPEP §2141.01) 



Double Patenting 




'474 teaches compounds of the formula 



u 




with 



substitutions as defined. 
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Ascertainment of the difference between the prior art and the claims (MPEP §2141.02) 
'474 does not teach a SO in place of the S or S0 2 group in the compound. 
Finding of prima facie obviousness-rational and motivation (MPEP §2142-2413) 
Patani et al. teach that carbonyl can be replaced by S, SO, or S0 2 if the position 

is not essential to the function of the molecule. See page 3167, Figure 67, Table 39, 

and the last paragraph of column 1 . 

Therefore, it would have been obvious to one of ordinary skill in the art at the 

time of the claimed invention was made to follow the synthetic scheme of '474 with the 

replacement suggested by Patani et al. to make the claimed invention. The motivation 

to do so is provided by '474. '474 teaches the use of the compounds to treat cancer. 

See claim 11. 

Thus, the claimed invention as a whole was prima facie obviousness over the 
combined teachings of the prior art. 

This is a provisional obviousness-type double patenting rejection. 

The following new objection and rejections are not necessitated by amendment. 

Claim Objections 

Claims 13 and 14 are objected to for containing elected and non-elected subject 
matter. The elected subject matter have been identified supra. 

Claim Rejections - 35 USC § 101 
35 U.S.C. 101 reads as follows: 
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Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claim 14 is rejected under 35 U.S.C. 101 because the claimed recitation of a 
use, without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim under 
35 U.S.C. 101. See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and 
Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 14 provides for the use of compounds of claim 13, but, since the claim 

does not set forth any steps involved in the method/process, it is unclear what 

method/process applicant is intending to encompass. A claim is indefinite where it 

merely recites a use without any active, positive steps delimiting how this use is actually 

practiced. 

Conclusion 

Claims 1, 2-12, and 14 are rejected. Claims 13 and 14 are objected to. Claims 
13 and 14 are free of the art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joseph Kosack whose telephone number is (571)-272- 
5575. The examiner can normally be reached on M-F 5:30 A.M. until 2:00 P.M. 



Application/Control Number: 10/520,769 Page 10 

Art Unit: 1626 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph M £ Kane can be reached on (571)-272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

SA2EE, Fill. 

was«3y Bengasi 
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